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BOX PATENT APPLICATION 
Assistant Commissioner of Patents 
Washington, D.C. 20231 

Sir: 

This is a request for filing a divisional application under 37 C.F.R. § 1 .53(b), of 
pending prior application Serial No. 09/010,380, of Brett W. Cryer, for 
INTRAVASCULAR CATHETER WITH EXPANDED DISTAL TIP, filed on January 21, 
1998. 

1 . Enclosed is a true copy of the prior complete application as filed, including 
the specification {including claims), drawings, oath or declaration showing 
the signature or an indication it was signed, and any amendments referred to 
in the oath or declaration filed to complete the prior application. 

2. This application discloses and claims only subject matter disclosed in the 
prior application whose particulars are set out above. With respect to the 
prior copending U.S. application from which this application claims benefit 
under 35 U.S.C. § 120, the inventor(s) in this application is (are): 
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/ X / The same as those named in the prior application. 

/ / Less than those named in the prior application and it is requested that 

the following inventors identified above for the prior application be 

deleted: 

/ X / The filing fees are to be calculated on the claims as filed in the prior 
application and the claims remaining as a result of the: 
I X / Amendment below; 
/ / Attached Preliminary Amendment. 



Description .'=- - . 


Claims 


L Extra 


Rate 


! - Fee}ll|fc ;i , 


=:=: Fee - . : 


Basic Filing Fee 








101 


$690. 


Independent Claims 


1 - 3 = 


0 x 


$78 


102 


$0. 


Total Claims 


6 - 20 = 


0 x 


S18 


103 


$ 0. 



Total Filing Fee.. $690.00 

Please cancel in this application claims 7-13 as originally filed in the parent 
application. 

Payment of Filing Fees: 

/ X / A check in the amount of $690.00 is enclosed herewith. 

/ X / The Commissioner is authorized to charge any additional fees and to 
credit any overpayment of fees which may be required under 37 
C.F.R. §1.16 and §1.17, to Deposit Account No. 08-1641, 
referencing Docket No. 22965-3831 . A duplicate copy of this paper is 
attached. 

Please amend the specification by inserting before the first line, --This 
application is a continuation of copending application Serial No. 09/010,380, 
of Brett W. Cryer, for INTRAVASCULAR CATHETER WITH EXPANDED 
DISTAL TIP, filed on January 21, 1998; incorporated herein by reference in 
its entirety. 

The prior application is assigned of record to: Advanced Cardiovascular 
Systems, Inc. 



2 



Atty. Docket No. 22965-3831 



8. The power of attorney in the prior application is to: Edward Lynch. 

/ X / The power appears in the original papers in the prior application. 
/ / A Power of Attorney and Revocation of Prior Powers is enclosed. 

9. Please address all future correspondence to: 

Edward J. Lynch 
Heller Ehrman White & McAuliffe 
525 University Avenue, Suite 1 100 
Palo Alto, CA 94301-1900 

10. Documents enclosed: 

/ X / Copy of prior complete application as filed including the specification 
(1S pages including the cover sheet), claims (3 pages), and abstract (1 
page); 2 sheets of drawings; the signed Declaration and Power of 
Attorney (2); and Assignment (4). Plus, new Assignment filed on 
September 21, 1998. 

/ X / Associate Power of Attorney. 

/ X / 2 sheets of Formal Drawings. 

/ X / Information Disclosure Statement (1 page), PTO-1449 Form (2 pages). 
/ X / Check in the amount of $690.00. 
/ X / Return Receipt Postcard - (2). 

Respectfully submitted, 




Soodabeh Tronson 
Attorney for Applicants 
Registration No. 41,354 



Heller Ehrman White & McAuliffe LLP 
525 University Avenue, Suite 1 100 
Palo Alto, CA 94301-1900 
Direct Dial: (650) 324-7068 
Facsimile: (650) 324-0638 

241346 vOLPA (568201I.DOC) 
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INTRAVASCULAR CATHETER WITH EXPANDED DISTAL TIP 

5 BACKGROUND OF THE INVENTION 

This invention generally relates to intravascular catheters, particularly 
catheters for use in percutaneous transluminal coronary angioplasty (PCTA) 
or stent delivery. 

10 In a typical PTCA procedure a dilatation balloon catheter is advanced 

over a guidewire to a desired location within the patient's coronary anatomy 
where the balloon of the dilatation catheter is properly positioned within the 
stenosis to be dilated. The balloon is then inflated to a predetermined size 
with radiopaque liquid at relatively high pressures ( generally 8-18 

15 atmospheres) to dilate the stenosed region of the diseased artery. One or 
more inflations may be needed to effectively dilate the stenosis. The catheter 
may then be withdrawn from the stenosis or advanced further into the 
patient's coronary anatomy to dilate additional stenoses. 

The distal tip of an intravascular catheter may be constructed to have 

20 non-traumatic characteristics to minimize damage when passing through a 
body lumen. A typical non-traumatic tip is formed from a short tubular 
member made of relatively soft polymeric material which is secured to the - 
distal tip of the tubular distal extremity of the catheter. However, this 
construction does not always eliminate injury to the luminal lining. For 

25 example, the leading edge of the distal skirt of the balloon which extends 
radially outward can cause intimal injury even though it may be somewhat 
tapered. Moreover, securing a distal tip made from softer material or 
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otherwise designed to collapse so as to avoid intimal injury, complicates the 
manufacturing procedure and increases its costs. 

What has been needed and heretofore unavailable is a simple, 
inexpensive method for forming a nontraumatic distal tip. The present 
5 invention satisfies this and other needs. 

SUMMARY OF THE INVENTION 
This invention is directed to a distal tip construction for intraluminal 
catheters which has an improved non-traumatic characteristics and which is 
10 simple and inexpensive to produce. 

The catheter of the invention generally has an elongated shaft with a 
proximal end, a distal end, a guidewire lumen extending through at least the 
distal portion of the catheter and a port in the distal end in fluid 
communication with the guidewire lumen. The elongated catheter has a 
15 tubular distal extremity which defines the guidewire lumen and which has an 
expanded portion with outer dimensions greater than a proximally adjacent 
unexpanded portion. Preferably, the tubular distal extremity tapers in the 
direction distal to the expanded portion to a smaller outer diameter at the 
distal end thereof which defines the port therein. 
20 In one presently preferred embodiments of the invention, the catheter 

is a dilatation catheter having a balloon on a distal shaft section with an inner 
tubular member extending through and distal to the balloon which defines the 
guidewire lumen. The portion of the inner tubular member extending distal to 
the balloon is expanded in accordance with the present invention with the 
25 distal skirt of the balloon secured to an unexpanded portion of the inner 
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tubular member proximally adjacent to the expanded portion. The distal skirt 
of the balloon is preferably sealingly bonded to the exterior of the 
unexpanded portion of the inner tubular member in a suitable manner such 
as by fusion or adhesive bonding. The expanded portion of the inner tubular 
5 member which extends distal to the distal skirt of the balloon preferably has 
outer dimensions which are essentially the same as or slightly larger than the 
outer dimensions of the distal skirt of the balloon so as to present a non- 
traumatic exterior to the interior of the body lumen in which the catheter is 
advanced. 

10 The distal tubular extremity may be formed by placing it within a 

molding surface, such as a sheath, with interior dimensions the same as the 
desired dimensions of the expanded portion of the distal tubular extremity. 
The interior of the distal tubular extremity is then subjected to fluid pressure 
and the exterior to heat which causes the heated portion to soften or melt 

1 5 thereby expanding to the interior dimensions of the molding surface. The 
proximal portion of the distal tubular extremity, which is not to be expanded, 
may be supported exteriorly and not subjected to elevated temperatures so 
that it does not expand. The part of the distal tubular extremity distal to the 
expanded portion is likewise not expanded in a similar manner during the 

20 manufacturing procedure. 

The expanded portion of the tubular distal extremity of the catheter 
ranges in length from about 0.1 to about 1.0 cm, preferably about 0.2 to about 
0.5 cm. The overall length of the tubular distal extremity of the catheter which 
extends distal to the distal balloon skirt in the aforesaid presently preferred 
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embodiment ranges from about 0.2 to about 15 cm, preferably about 0.3 to 
about 0.7 cm. The inner diameter or dimensions of the guidewire lumen 
extending through the expanded portion ranges from about 0.018 to about 
0.035 inch (0.46-0.89 mm), preferably about 0.021 to about 0.025 inches 
5 (0.53-0.64 mm). The inner transverse dimensions of the guidewire lumen 
proximal to the expanded portion for a 3 mm balloon is about 0.013 to about 
0.023 inches (0.33-0.58 mm), preferably about 0.016 to about 0.019 inch 
(0.41-0.48 mm) for a 0.014 inch (0.36 mm) guidewire. The guidewire lumen 
distal to the expanded portion is preferably tapered from the inner diameter of 

10 the expanded portion to transverse dimension slightly greater than the 

transverse dimensions of the guidewire to be passed therethrough. The wall 
thickness of the tubular distal extremity will vary depending upon the 
polymeric material from which the tubular member is made. The wall 
thickness of the expanded portion will usually be less than the unexpanded 

15 portion due to the expansion thereof by blowing unless the wall thickness of 
the portion to be expanded is initially greater than the portion which is not to 
be expanded. 

The present invention provides an improved non-traumatic distal tip for 
intravascular catheters, which has gradual distal transitions in both profile and 
20 stiffness. This is particularly advantageous in balloon dilatation catheters 

where the distal skirt of the balloon can be secured to the unexpanded portion 
of the distal tubular extremity of the catheter proximal to the expanded portion 
so as to present a distal tip with a smooth, uniform exterior. 
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These and other advantages of the invention will become more 
apparent from the following detailed description of the invention when taken in 
conjunction with the accompanying exemplary drawings. 

BRIEF DESCRIPTION OF THE DRAWINGS 

5 

Fig. 1 is an elevational schematic view, partially in section, of a 
dilatation catheter embodying features of the invention. 

Fig. 2 is a transverse cross-sectional view of the catheter shown in Fig. 
1 taken along the lines 2-2. 
10 Fig. 3 is an elevational schematic view of the distal portion of another 

alternative embodiment of the invention wherein the catheter is of a rapid 
exchange type dilatation catheter. 

Fig. 4 schematically illustrates the forming of the distal tubular 
extremity of the catheter shown in Fig. 1. 
15 Fig. 5 illustrates the distal tip as formed in Fig. 4. 

Fig. 6 illustrates the distal tip as in Fig. 5 with the additional step of 
necking the most distal portion. 

DETAILED DESCRIPTION OF THE INVENTION 
20 Reference is made to Figs. 1 and 2 which illustrate a balloon dilatation 

catheter 10 embodying features of the invention. Catheter 10 has an 
elongated shaft 11 with proximal and distal shaft sections 12 and 13, an 
adapter 14 on the proximal end of the shaft and a dilatation balloon 15 on the 
distal shaft section spaced proximal to the distal end 16. An inflation lumen 
25 17 extends between the proximal end of shaft 11 and a location spaced 

proximal to the distal end 16 and is in fluid communication with the interior of 
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the dilatation balloon 15. The catheter shaft 11 is provided with an inner 
tubular member 18 and an outer tubular member or jacket 19 of suitable 
polymeric material. A guidewire receiving lumen 20 extends within both the 
proximal and distal shaft sections 12 and 13. In the distal shaft section 13, 
5 the guidewire receiving lumen 20 is defined at least in part by the inner 

tubular member 18. Guidewire 21 is slidably disposed within the inner lumen 
20 and extends out the port 22 in the distal end 16. 

The balloon 15 has a distal skirt 23 which is secured to an unexpanded 
portion of the distal extremity of the inner tubular member 18 and a proximal 

10 skirt 24 which is secured to distal end of the outer tubular member 19. The 
distal portion of the inner tubular member 18 which extends beyond the distal 
end of the distal skirt 23 is expanded so as to have an outer diameter or 
dimension approximately the same as or slightly greater than the outer 
diameter or dimension of the distal skirt. 

1 5 The outer tubular member or jacket 1 9 may be formed of suitable 

polymeric material such as high density polyethylene, a polyester such as 
Hytrel® (trademark of DuPont), polyetheretherketone (PEEK) or a variety 
other polymeric materials. For other suitable polymeric materials, see the 
discussions of high modulus polymeric materials for catheter shafts found in 

20 U.S. Patent No. 5,554,121 which issued on September 26, 1996 and which 
is incorporated herein by reference in its entirety. The balloon 15 may be 
formed of homopolymers or blends of nylon, polyethylene terephthalate 
(PET), polyethylene, ionomers such as Surlyn® (DuPont). The balloon 
material is usually compatible with the material of the inner tubular member 
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18 so that a fusion bond can be easily formed between the distal skirt of the 
balloon and the inner tubular member The first inner tubular member 1 8 may 
be formed of the same material as the outer tubular member 19 or a 
lubricious material such a fluoropolymer or a hydrophilic material, e.g. the 
5 ethylene ethyl acrylate copolymer described in copending application Serial 
No. 08/279,239, filed on July 22, 1994 r which is incorporated herein by 
reference in entirety. The low friction surface of the first inner tubular member 
18 defining the guidewire receiving lumen 20 facilitates the advancement of a 
guidewire 21 within the guidewire receiving lumen. The inner tubular member 

10 18 may be a coextruded member so that the exterior is compatible for fusion 
bonding to the balloon skirt and the interior has a lubricious surface. The 
inner tubular member 18 typically has an outer diameter of about 0.025 inch 
(0.6 mm) an inner diameter of about 0.018 inch (0.46 mm). 

Fig. 3 schematically illustrates another embodiment of the invention 

15 wherein the dilatation catheter 30 is provided with rapid exchange 

characteristics such as described in U.S. Patent No. 5,040, (Yock), U.S. 
Patent No. 4,748,982 (Horzewski et al), U.S. Patent No. 5,496,275 (Sirhan et 
al) and U.S. application Serial No. 08/183,574, filed on January 18, 1994 
which have been incorporated herein. The catheter 30 generally has an 

20 elongated catheter shaft 31 and an inflatable dilatation balloon 32 on the 
distal shaft section 33. An inflation lumen 34 extends within the proximal 
shaft section 35 and the distal shaft section 33 to a location spaced proximal 
to the distal end of the catheter shaft 31 and is in fluid communication with the 
interior of the balloon 32. A guidewire lumen 36 extends from the distal port 
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37 in the distal end of the catheter shaft 31 to a proximal port 38 spaced 
proximal, about 7 to about 45 cm, preferably about 15 to about 35 cm, from 
the distal end of the catheter shaft. 

The distal shaft section 33 has a concentric construction with an inner 
5 tubular member 39 which defines the guidewire lumen 36 and an outer 
tubular member 40 which is disposed about the inner tubular member and 
which defines the inflation lumen 34 between the inner and outer tubular 
member The proximal portion of the distal shaft section 33 is generally 
formed with the proximal extremity of the outer tubular member 40 which is 

10 disposed about and secured to the proximal extremity of the inner tubular 

member 39 and the distal extremity of the tubular member 41 which forms the 
proximal shaft section 35. The proximal shaft section 35 is preferably formed 
of a hypotube 42 and an outer polymeric jacket 43, The distal extremity of the 
hypotube 42 may be tapered as shown to facilitate entry into the interior of 

15 the interior of the outer tubular member 40 and to provide a flexible joint 
between the proximal and distal shaft sections. If desired the first inner 
tubular member 40 and the outer tubular member 42 may be bonded together 
and a slit (not shown) may be provided through the bonded portions of said 
walls to facilitate separation of the catheter 30 and a guidewire (not shown) in 

20 the manner described in U.S. Patent No. 4, 748,982 (Horzewski et al) which 
has been incorporated herein by reference. One or more proximal perfusion 
ports (not shown) can be provided in the distal section of the catheter shaft 31 
proximal to the balloon 32 which are in fluid communication with the guidewire 
lumen 36 and one or more distal perfusion ports (not shown) can be provided 
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in the first inner tubular member distal to the balloon which are also in fluid 
communication with the guidewire lumen defined by the inner tubular member 
to facilitate the perfusion of oxygenated blood distal to the catheter when the 
balloon is inflated to dilate a lesion within the arterial passageway. Such 
5 perfusion ports are disclosed in U.S. Patent Application Serial No. 

08/484,267, filed on June 7, 1995, which is incorporated herein by reference 
in its entirety. 

Fig. 4 schematically illustrates a method of forming the tubular distal 
extremity of the invention where the tubular member is indicated by reference 

10 number 50, the distal skirt of a balloon by reference number 51 and a heating 
platen and molding member by reference number 52. A mandrel 53 is fitted 
into the distal end of the inner tubular member 50 and a band or collar 54 is 
bound about the exterior of the distal end of the inner tubular member 50 so 
as to seal the distal end thereof. The interior of the tubular member 50 is 

15 subjected to high pressure fluid and the portion to be expanded to elevated 
temperature which causes the heated portion to expand outwardly, as shown 
in phantom, to the molding surface 55. The most distal portion of the inner 
tubular member is not heated or expanded and so forms a smooth taper from 
the expanded portion to the smaller portion. The final distal extremity is 

20 shown in Fig. 5. As shown in Fig. 6, the unexpanded part 56 forming the 
most distal portion may be necked prior to or after the expansion to form a 
smaller diameter port. If the materials of the tubular member 50 and the distal 
skirt 51 of the balloon are compatible, the distal skirt of the balloon can be 
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bonded to the tubular member at the same time as the more distal portion of 
the inner tubular member is being expanded. 

To the extent not described herein or in any of the U.S. patents or 
patent applications which have been incorporated herein by reference, the 
5 dimensions, structural details and materials of construction may follow 
conventional practice for intravascular catheters such as balloon dilatation 
catheters used in angioplasty procedures or for stent delivery and 
implacement. 

Various changes and modification may be made to the present 
10 invention without departing from the scope of the invention. For example, the 
distal shaft section of the catheter proximal to the balloon could be of an 
extruded dual lumen construction. 
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WHAT IS CLAIMED IS: 

1 . An intraluminal catheter comprising: 

a) an elongated catheter shaft having proximal and distal 
ends, a port in the distal end, and an inner lumen extending at least 
within a distal portion of the catheter shaft to the port in the distal end; 
and 

b) a distal extremity of the catheter shaft having a tubular 
portion with a expanded section having an outer diameter greater than 
an outer diameter of an unexpanded section of the tubular portion 
proximal to the expanded section. 

2. The intraluminal catheter of claim 1 wherein the expanded 
section of the distal tubular extremity has a length of about 0.1 to about 1 cm. 

3. The intraluminal catheter of claim 1 wherein the expanded 
section of the distal tubular extremity has a length of about 0.2 to about 0.5 

cm. 

4. The intraluminal catheter of claim 1 wherein a portion of the 
distal tubular extremity distal to the expanded portion is unexpanded. 

5. The intraluminal catheter of claim 1 wherein the length of the 
distal tubular extremity including the expanded portion and the distal 
unexpanded portion is about 0.2 to about 1.3 cm. 

6. The intraluminal catheter of claim 4 wherein the unexpanded 
portion of the distal tubular extremity distal to the expanded portion has 
smaller transverse dimensions than transverse dimensions of the 
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unexpanded portion of the distal tubular extremity proximal to the expanded 
portion thereof. 

7. A dilatation catheter comprising: 

a) an elongated catheter shaft having proximal and distal 
ends, a port in the distal end, a guidewire lumen extending at least 
within a distal portion of the catheter shaft to and in fluid 
communication with the port in the distal end and an inflation lumen 
extending through the catheter shaft to a location spaced proximal to 
the distal end; 

b) a balloon on the distal portion of the catheter shaft having 
an interior chamber which is in fluid communication with the inflation 
lumen and a distal skirt; 

c) a inner tubular member extending through the interior 
chamber of the balloon, having the distal balloon skirt secured to the 
exterior of the inner tubular member and having an expanded portion 
extending beyond the distal skirt of the balloon which has outer 
transverse dimensions greater than outer dimensions of the distal skirt 
of the balloon. 

8. The dilatation catheter of claim 7 wherein the inner tubular 
member has a portion distal to the expanded section which tapers to outer 
transverse dimensions smaller than the outer transverse dimensions of the 
expanded section. 

9. The dilatation catheter of claim 8 wherein the tapered portion 
distal to the expanded portion has transverse dimensions smaller than 
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transverse dimensions of the unexpanded portion proximal to the expanded 
portion. 

10. The dilatation catheter of claim 7 wherein the expanded section 
of the distal tubular extremity has a length of about 0.1 to about 1 cm. 

.11. The dilatation catheter of claim 7 wherein the expanded section 
of the distal tubular extremity has a length of about 0.2 to about 0.5 cm, 

12. The dilatation catheter of claim 7 wherein a portion of the distal 
tubular extremity distal to the expanded portion is unexpanded. 

13. The dilatation catheter of claim 7 wherein the length of the distal 
tubular extremity including the expanded portion and the distal unexpanded 
portion is about 0.2 to about 1.3 cm. 
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ABSTRACT OF THE DISCLOSURE 

An intravascular catheter of the invention has an improved distal tip 
with an expanded portion which has exterior transverse dimensions greater 
than an unexpanded portion proximally adjacent to the expanded portion. In 
one presently preferred embodiment the catheter has an inflatable balloon 
with a distal skirt which is secured to the unexpanded portion of the distal tip 
so as to provide an even exterior surface thereto. 
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DECLARATION AND POWER OF ATTORNEY 

As the below named inventor, I hereby declare that: 

My residence, post office address and citizenship are as stated below 
next to my name. 

I believe I am the original, first and sole inventor of the subject matter 
which is claimed and for which a patent is sought on the invention entitled 
INTRAVASCULAR CATHETER WITH EXPANDED DISTAL TIP, the specification of 
which is attached hereto. 

I hereby state that I have reviewed and understand the contents of the 
above-identified specification, including the claims, as amended by or any 
amendment(s) referred to above. 

I acknowledge the duty to disclose information which is material to the 
examination of this application in accordance with Title 37, Code of Federal 
Regulations, §1. 56(a). 

I hereby claim foreign priority benefits under Title 35, United States Code 
§119 of any foreign application(s) for patent or inventor's certificate listed below and 
have also identified below any foreign application for patent or inventor's certificate 
having a filing date before that of the application on which priority is claimed: 

Prior Foreign Application (s) Priority Claimed 

NONE 

I hereby claim the benefit under Title 35, United States Code, §120 of any 
United States application(s) listed below and, insofar as the subject matter of each of 
the claims of this application is not disclosed in the prior United States application in the 
manner provided by the first paragraph of Title 35, United States Code, §1 12, 1 
acknowledge the duty to disclose material information as defined in Title 37, Code of 
Federal Regulations, §1. 56(a) which occurred between the filing date of the prior 
application and the national or PCT international filing date of this application. 

NONE 

I hereby declare that all statements made herein of our own knowledge 
are true and that all statements made on information and belief are believed to be true; 
and further that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under 
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§1001 of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of the application or any patent issued thereon. 

I hereby appoint the following attorneys to prosecute this application and 
to transact all business in the United States Patent and Trademark Office connected 
therewith: 



EDWARD J. LYNCH, Registration No. 24,422 
ALAN M. KRUBINER, Registration No. 26,289 
DEREK P. FREYBERG, Registration No. 29,250 
HERWIG von MORZE, Registration No. 29,484 
PING CHOW, Registration No. 30,740 
WILLIAM SCHMONSEES, Registration No. 31,796 
WALTER KURZ, Registration No. 37,373 
GEORGE M. COOPER, Registration No. 20,201 



Direct all correspondence to: 

Edward J. Lynch 
HELLER, EHRMAN, WHITE & McAULIFFE 
525 University Avenue 
Palo Alto, CA 94301-1900 



Full name of Sole Inventor: 



Brett W. Cryer 



Executed on 3 day of ^^le^ 



Inventor's Signature: 
Residence: 




Lafayette, CA 94549 



Citizenship: 

Post Office Address: 



United States of America 
same as above 
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